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International application No. 
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International filing date (day/month/year) 
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Priority date {day/month/year) 
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Applicant 

SUN, Yongming et al 



1. The designated Office is hereby notified of its election made: 



X 



in the demand filed with the International Preliminary Examining Authority on: 
29 February 2000 (29.02.00) 

I I in a notice effecting later election filed with the International Bureau on: 



2. The election | X | was 

I I was not 

made before the expiration of 19 months from the priority date or, where Rule 32 applies, within the time limit under 
Rule 32.2(b). 
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34, chemin des Colombettes 
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NOTIFICATION OF TRANSMITTAL OF 
INTERNATIONAL PRELIMINARY 
EXAMINATION REPORT 

(PCX Rule 71.1) 
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Applicant's or agent's file reference 
DEX^39 


IMPORTANT NOTIFICATION 


International application No. 
PCT/US99/16357 


International filing date (day/nwnthlyear) 
20 JULY 1999 


Priority Date (day/month/year) 
04 AUGUST 1998 


Applicant 
DL\DEXUS LLC 



1 . The applicant is hereby notified that this International Preliminary Examining Authority transmits herewith the 
international preliminary examination report and its annexes, if any, established on the international application. 

2. A copy of the report and its annexes, if any, is being transmitted to the International Bureau for communication 
to all the elected Offices. 



3, Where required by any of the elected Offices, the International Bureau will prepare an English translation of 
the report (but not of any annexes) and will transmit such translation to those Offices. 

4. REMINDER 

The applicant must enter the national phase before each elected Office by performing certain acts (filing 
translations and paying national fees) within 30 months from the priority date (or later in some Offices)(Article 
39(l))(see also itie reminder sent by the International Bureau with Form PCT/IB/301). 

Where a translation of the international application must be furnished to an elected Office, that irunshuion must 
contain a translation of any annexes to the international preliminary examination report. It is the applicant's 
responsibility to prepare and furnish such translation directly to each elected Office concerned. 

For further details on the applicable time limits and requirements of the elected Offices, see Volume II of the 
FCT Applicants Guide. 



1 ./ y . // - 




Name and mailing address of the IPEA/US 


Authorized offic«^^ 


Commissioner of P&tents and Trademarks 
BoxPCT 


SUSAN y^fSi^ 'f 


Washington, D.C. 20231 




Facsimile No. (703) 305-3230 


Telephone No. (703) 308-0196 \J 
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PATENT COOPERAT[O^^^EATY 

PCX 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 
(PCX Article 36 and Rule 70) 



Applicant's or agent's file reference 
DEX-0039 


FOR FURTHER ACTION See Notification of Transmtol In/^mat^^^^^ 

Preliminary Examination Report (Form PCT/IPEA/416) 


International application No. 
PCT/US99/I6357 


International filing date (day/month/year) 
20 JULY 1999 


Priority date (day/month/year) 
04 AUGUST 1998 


International Patent Classification (IPC) or national classification and IPC 
Please See Supplemenul Sheet. 


Applicant 
DIADEXUS LLC 



2. 



This international preliminary examination report has been prepared by this International Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 

This REPORT consists of a total of ^ sheets. 

□ This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings w hich hax e 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority, 
(see Rule 70. 16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of , 



sheets. 



3. This report contains indications relating to the following items: 



I 


[3 


II 


□ 


III 


□ 


IV 




V 




VI 


□ 


VII 


□ 


VIII 


□ 



Lack of unity of invention 

Reasoned statement under Article 35(2) with regard t 
citations and explanations supporting such stateni^nt 

Certain documents cited 



Date of submission of the demand 
29 FEBRUARY 2000 


Date of completion of this report 
02 OCTOBER 20p0 


Name and mailing address of the IPEA/US 

Commisaioner of Patents and Tradcmarics 
Box PCT 

Waihington, D.C. 20231. 
Facsimile No. (703) 305-3230 


Telephone No. (703) 308-0196 // 



INTERNATl 



• 



PRELIMINARY EXAMINATION REPORT 



International application No. 
PCT/US99/16357 



I. Basis of the report 



1. With regard to the etomts of the international application:* 
[x] the international application as originally filed 
1^ the description: 



pages . 
pages . 
pages 



1-31 



NONE 



_ , as originally filed 
tiled with the demand 



NONE 



, filed with the letter of 



[3c| the claims: 

pages 

pages 

pages i 

pages 



32-34 



NONE 



NONE 



, as originally filed 

, as amended (together with any statement) under Article 19 
, filed with the demand 



NONE 



, filed with the letter of 



nn the drawings: 

pages _ NONE 

pages 

pages 



NONE 



, as originally tiled 

, filed with the demand 



NONE 



Fx] the sequence listing part of the description: 

^ pages NONE 

pages NONE 

pages NONE 



, filed with the letter of . 



, as originally filed 

. filed with the demand 



, filed with the letter of 



2 With rcgaid to the language, aU the elements marked ato^ 

the international appUcation was filed, unless otherwise indicated imder this item. 

These elements wSe available or furnished to this Authonty m the foUowing language — _ wmcn is. 

Q the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 
I I the language of publication of the international application (under Rule 48.3(b)). 
n the language of the translation furnished for the purposes of international preliminary examination (under Rules 55.2 and/ 1 
or 55.3). 

3. With regard to anv nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examuation was carried out on the basis of the sequence listing: 

I I contained in the intematipnal application in printed form. 
I I filed together with the international application in computer readable form. 
I I furnished subsequently to this Authority in written form. 
I I furnished subsequently to this Authority in computer readable form. 

□ The statement that the subsequently furnished ymnen sequence listing does not go beyond the disclosure in the 
international application as filed has been funushed. 
n -n^e statement that the information recorded in computer readable form is identical to the writen sequence listing has 
1 — * been furnished 
4 [x] The amendments have resulted in the cancellation of: 

[El the description, pages NONE 

0 the claims, Nos. NONE 

[x| the drawings, sheets/fig NONE 



I /v| viiM ui a v» ..p 

5 . fx] Tlus report has been dra^vn as if (some oO the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c))." , . , ,^ ,„ 

and 70.17). * l- w 

mch amendments must be referred to under item 1 and annexed to this report. 



**Any reoUicemenS sheet containing 
Form PCT/IPEA/409 (Box I) (July 1998)* 



INTERNATiJil! PRELIMINARY EXAMINATION REPORT 


International application No. 
PCT/US99/ 16357 


IV. Lack of unity of invention 


I. In response to the invitation to restrict or pay additional tees the applicant has: 


Px| restricted the claims. 




1 I paid additional fees. 




I 1 paid additional fees under protest. 




neither restricted nor paid additional fees. 




2. 1 — 1 This Audiority found that the requirement of unity of invention is not complied with and chose, according to Rule 6i 
' — ' not to invite the applicant to restrict or pay additional fees. 


3. This Authority considers that the requirement of unity of invention in accondance with Rules 13.1, 13.2 and 13.3 is 


1 1 con^lied with. 




not complied with for the following reasons: 




Please See Supplemental Sheet. 




4. Consequently, the following parts of the international application were the subject of international preliminary examination 
in establishing this report: 


1 1 all parts. 




(~[ the parts relating to claims Nos. .. 




Form PCT/IPEA/409 (Box IV) (July 1998)* 



INTERNATIOlW PRELIMINARY EXAMINATION REPORT 



Imemaiionai application No. 
PCT/US99/ 16357 



V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



I. statement 



Novelty (N) Claims _6 . YES 

Claims _LJ ^ NO 

Inventive Step (IS) Claims _6_ YES 

Claims L2 NO 

Industrial Applicability (lA) Claims LiiJ YES 

Claims NONE NO 



2. citations and explanations (Rule 70.7) 

Claims 1 and 2 lacic novelty under PCX Article 33(2) as being anticipated by US Patent No. 5,733,748. 

The claims are drawn to a method for diagnosing the presence of colon cancer, metastatic colon cancer in a patient by measuring 
the levels of colon specific genes in the cells or tissues of patients and comparing this measurement to normal controls. 

US Patent No. 5.733 J48 teaches specifically teaches methods of diagnosing colon cancer by measuring the colon specific genes 
in order to diagnose colon cancer, metastatic colon cancer wherein overexpression is indicative of colon cancer(see col. 2, lines 
24-42). 

Claim 6 meets the criteria set out in PCX Article 33(2)-(4), because the prior art does not teach or fairly suggest the claimed 
method wherein the CSG is SEQ ID N0:1. 2 or 3. 



NEW CIXAXIONS 

NONE 



Form PCX/IPEA/409 (Box V) (July 1998)* 



INTERNATldWC PRELIMINARY EXAMINATION REPORT 



International application No. 
PCT/US99/ 16357 



Supplemental Box 

(To be used when the space in any of the preceding boxes is not sumcient) 



Continuation of: Boxes I - VIII Sheet 10 

CLASSmCATION: 

The International Patent Classification (IPC) and/or the National classification are as listed below: 
IPC(7): A61K 51/00, 39/395; C12Q 1/00,1/68; GOIN 33/53; C07K l/OO. 16/00 and US CI.: 424/1.49. 130.U 141.1, 
178.1; 435/4, 6, 7.1; 530/350, 387.1. 387.9, 388.1, 388.8, 389.7, 391.1, 391.3, 391 

I. BASIS OF REPORT: 

5. (Some) amendments are considered to go beyond the disclosure as filed: 
NONE 

IV. LACK OF UNITY OF INVENTION: 

3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1. 13.2, and 13.3 is not 
complied with for the following reasons: 

As applicant was previously notified this International Preliminary Examining Authority has found plural inventions 
claimed in the International Application covered by the claims indicated below: 

This application contains the following inventions or groups of inventions which are not so linked as lo form a single inventive 
concept under PCT Rule 13.1. In order for all inventions to be examined, die appropriate additional examination fees must be 
paid. 

Group I, claim(s) 1, 2 and 6. drawn to a method for diagnosing die presence of colon cancer in a patient. 

Group li, claim(s) 3 and 6, drawn to a method of suging colon cancer in a patient. 

Group III, claim(s) 4.5,6, drawn to a method of monitoring colon cancer in a patient. 

Group IV, claim(s)7, drawn to an antibody against CSG. 

Group V. claim(s) 8-9, drawn to a method of treating colon cancer in a patient. 

Group VI, claim(s) 10-11, drawn to a method of treating colon cancer in a patient. 

and it considers that die International Application does not comply with the requirements of unity of invention (Rules 13.1, 
13.2 and 13.3) for die reasons indicated below: 

The inventions listed as Groups I-VI do not relate to a single inventive concept under PCT Rule 13.1 because, under PCT 
Rule 13.2, Oiey lack the same or corresponding special technical features for the following reasons: 

The technical feanire linking groups I-VI appears to be diat diey all relate to CSG which is a colon specific gene. 

However US Patent No. 5.733,748 specifically teaches colon specific genes and polypeptides encoded by those genes as well 
as method of diagnosing colon cancer by measuring die gene products and amibodies specific to die colon specific gene 
products (see abstract). 

Therefore die technical feature linking die inventions of Groups I-VI does not constitute a special technical feature as defined 
by PCT Rule 13.2, as it does not defme a contribution over die prior art. 

The special technical feature of Group I is considered to be a method for diagnosing the presence of colon cancer in ■^ patient. 

The special technical feature of Group II is considered to be a mediod of staging colon cancer m a paiiem. 

The special technical feamre of Group III is considered to be a mediod of monitoring colon cancer m a patient. 

The special technical feature of Group IV is considered to be an antibody against CSG. 

The special technical feature of Group V is considered to be a mediod of imaging colon cancer in a patient. 

The special technical feanire of Group VI is considered to be a method of treating colon cancer. 



Form PCT/IPEA/409 (Supplemental Box) (July 1998)* 



TENT COOPERATION TRE 



PCX 

INTERNATIONAL PRELIMINARY EXAMINATION REPO 
(PCT Article 36 and Rule 70) 




Applicant's or agent's file reference 
DEX-0039 


FOR FURTHER ACTION Notification of Transmittal of International 

Preliminary Examination Report (Form PCT/IPEA/4 16) 


International application No. 
PCT/US99/ 16357 


International filing date (day/month/year) 
20 JULY 1999 


Priority date (day/month/year) 
04 AUGUST 1998 


International Patent Classification (IPC) or national classification and IPC 
Please See Supplemental Sheet. 


Applicant 
DIADEXUS LLC 



This international preliminary examination report has been prepared by this International Preliminary 
Examining Authority and is transmitted to the applicant according to Article 36. 



This REPORT consists of a total of 

□ 



sheets. 



This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which ha\c 
been amended and are the basis for this report and/or sheets containing rectifications made before this Authority , 
(see Rule 70.16 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of 



sheets. 



This report contains indications relating to the following items: 
Basis of the report 



I 


[x] 


II 


□ 


III 


□ 


IV 




V 




VI 


□ 


VII 


□ 


VIII 


□ 



citations and explanations supporting such statement 
Certain documents cited 



Date of submission of the demand 
29 FEBRUARY 2000 


Date of completion of this report 
02 OCTOBER 20pO 


Name and mailing address of the IPEA/US 

ConrmtssioncT of Patents and Trademarks 
Box PCT 

Washington, D.C. 20231 . 
Facsimile No. (703) 305-3230 


Authorized oi/xJti ,1^ / / 

SI^J/tN UNGAR 
Telephone No. (703) 308-0196 // 



Form PCT/IPEA/409 (cover sheet) (July 1998)< 



INTERNATIONAL P 



'iNARY EXAMINATION REPORT 



Ip^^^onal application No. 
PCT/US99/ 16357 



1. Basis f the rep rt 



1. With regard to the elements of the international application:* 
pc] the international application as originally filed 





the description: 
pages 


1-31 




, as oriffinallv filed 




pages 


NONE 




. filed with the demand 




paces 


NONE 


, filed with the letter of 


H 


the claims: 
pages 


32-34 




. as oridinallv filed 




pages 


NONE 


, as amended (loftelher 


with any statement) under Article 19 




pages 


NONE 




. filed with the demand 






NONE 


. filed with the lettr-r of 






pages 

the drawings: 
pages 


NONE 




. as oriRinallv filed 




pages 


NONE 




. filed with the demand 






NONE 


. filed with the letter of 






the sequence listing part of the description: 
«««.c NOKE 


, as oriftinally filed 




pages 


NONE 




, filed with the demand 




pages 


NONE 


, filed with the letter of 





2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. u- u 
These elements were available or furnished to this Authority in the following language ^ which is: 

I I the language of a translation furnished for the purposes of international search (under Rule 23.1(b)). 

I I the language of publication of the international application (under Rule 48.3(b)). 

I I the language of the translation furnished for the purposes of international preliminary examination (under Rules 55.2 and/ 
or 55.3). 

3. With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 

□ contained in the international application in printed form. 

I I filed together with the international application in computer readable form. 

[ I furnished subsequently to this Authority in written form. 

I I furnished subsequently to this Authority in computer readable form. 

□ The statement that the subseauently furnished uxitten sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

□ Tie statement that the infomiation recorded in computer readable form is identical to the writen sequence listing has 
been furnished. 

^ The amendments have resulted in the cancellation of: 

Q the description, pages NONE 

0 the claims, Nos. NONE 



I x| the drawings, sheets/ftg NONE 

5- [x] This report has been drawn as if (some oO the amendments had not been made, since they have been considered to go 

beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c))** 
* Replacement sheets which have been fiimished to the receiving Office in response to an invitation under Article 14 ^re referred to 
in this report as "originalty filed" and are not annexed to this report since they do not contain amendments (Rules 70.10 
and 70.17). 

**Any renlacement sheet containine such amendments must be referred to under item I and annexed to this report. 



Form PCT/IPEA/409 (Box I) (July 1998)* 



INTERNATIONAL PRELI 



j^HlRY EXAMINATION REPORT 



|nal application No. 
POT7US99/ 16357 



rv. Lack of unity of invention 



1. In response to the invitation to restrict or pay additional tees the applicant has; 

restricted the claims. 
I [ paid additional fees. 
I I paid additional fees under protest. 
I I neither restricted nor paid additional fees. 

2. I I This Authority found that the requirement of unity of invention is not complied with and chose, according to Rule 
' — ' not to invite the applicant to restrict or pay additional fees. 



68 J 



3. This Authority considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13,3 is 
I I complied with. 

I ^[ not complied with for the following reasons: 
Please See Supplemental Sheet. 



4. Consequently, the following parts of the international application were the subject of international preliminary examination 
in establishing this report: 

I I all parts. 

I I the parts relating to claims Nos. _. 



Form PCT/IPE A/409 (Box IV) (July 1998)* 



INTERNATIONAL PRELl 



RY EXAMINATION REPORT 



In^^^vnal application No. 
PCT/US99/ 16357 



V. Reas ned statement under Article 35(2) with regard to n velty, inventive step r industrial applicability; 
citations and explanations supporting sucli statement 



1. statement 

Novelty (N) 



Claims 6 



Claims 1. 2 



YES 
NO 



Inventive Step (IS) 



Claims _6_ 



Claims 1.2 



YES 
NO 



Industrial Applicability (lA) 



Claims U 2, 6 



Claims NONE 



YES 
NO 



2. citations and explanations (Rule 70.7) 

Claims 1 and 2 lack novelty under PCT Article 33(2) as being anticipated by US Patent No. 5,733,748. 

The claims are drawn to a method for diagnosing the presence of colon cancer, metastatic colon cancer in a patient by measuring 
the levels of colon specific genes in the cells or tissues of patients and comparing this measurement to normal controls. 

US Patent No. 5,733.748 teaches specifically teaches methods of diagnosing colon cancer by measuring the colon specific genes 
in order to diagnose colon cancer, metastatic colon cancer wherein overexpression is indicative of colon cancer(see col. 2. lines 
24-42). 

Claim 6 meets the criteria set out in PCT Article 33(2)-(4), because the prior art does not teach or fairly suggest the claimed 
method wherein the CSG is SEQ ID N0:1. 2 or 3. 



NEW CITATIONS 

NONE 



Form PCT/IPEA/409 (Box V) (July 1998)* 



INTERNATIONAL PREL 




Y EXAMINATION REPORT 



In! 




7US99/ 16357 



inal application No. 



Supplemental Box 

(To be used when the space in any of the preceding boxes is not sufficient) 



Continuation of: Boxes I - VIII 



CLASSIHCATION: 

The International Patent Classification (IPC) and/or the National classification are as listed below: 
IPC(7): A61K 51/00, 39/395; C12Q 1/00,1/68; COIN 33/53; C07K 1/00, 16/00 and US CI.: 424/1.49, 130.1, 141.1. 
178.1- 435/4, 6, 7.1; 530/350, 387.1. 387.9. 388.1, 388,8. 389.7. 391.1, 391.3. 391 



I. BASIS OF REPORT: 

5. (Some) amendments are considered to go beyond the disclosure as filed: 
NONE 



IV. LACK OF UNITY OF INVENTION: 

3, This Authority considers that the requirement of unity of invention in accordance with Rules 13.1. 13.2, and 13.3 is not 
complied with for the following reasons: 

As applicant was previously notified this International Preliminary Examining Authority has found plural inventions 
claimed in the International Application covered by the claims indicated below: 

This application contains the following inventions or groups of inventions which are not so linked as to form a single inventive 
concept under PCT Rule 13.1. In order for all inventions to be examined, the appropriate additional examination fees must be 
paid. 

Group I, claim(s) 1, 2 and 6, drawn to a method for diagnosing the presence of colon cancer in a patient. 
Group II. claim(s) 3 and 6, drawn to a method of staging colon cancer in a patient. 
Group III, claim(s) 4,5,6, drawn to a method of monitoring colon cancer in a patient. 
Group IV, claim(s)7, drawn to an antibody against CSG. 

Group V, claim(s) 8-9. drawn to a method of treating colon cancer in a patient. 
Group VI, claim(s) 10-11, drawn to a method of treating colon cancer in a patient. 

and it considers that the International Application does not comply with the requirements of unity of invention (Rules 13.1, 
13.2 and 13.3) for the reasons indicated below: 

The inventions listed as Groups I-VI do not relate to a single inventive concept under PCT Rule 13.1 because, under PCT 
Rule 13.2, they lack the same or corresponding special technical features for the following reasons: 

The technical feature linking groups I-VI appears to be that they all relate to CSG which is a colon specific gene. 

However, US Patent No. 5,733.748 specifically teaches colon specific genes and polypeptides encoded by those genes as well 
as method of diagnosing colon cancer by measuring the gene products and antibodies specific to the colon specific gene 
products (see abstract). 

Therefore the technical feature linking the inventions of Groups I-VI does not constitute a special technical feature as defined 
by PCT Rule 13.2, as it does not define a contribution over the prior art. 

The special technical feature of Group I is considered to be a method for diagnosing the presence of colon cancer in :i patient. 

The special technical feature of Group 11 is considered to be a method of staging colon cancer in a patient. 

The special technical feature of Group^III is considered to be a method of monitoring colon cancer in a patient. 

The special technical feature of Group IV is considered to be an antibody against CSG. 

The special technical feature of Group V is considered to be a method of imaging colon cancer in a patient. 

The special technical feature of Group VI is considered to be a method of treating colon cancer. 



Form PCT/IPEA/409 (Supplemental Box) (July 1998)* 



